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%?ﬁl% Sufficient evidence of carcinogenicity : The Working Group considers that a causal relationship has been ﬁﬁhﬁ@+£t§§ﬂ: “ i
};Ea);; established between the agent and an increased incidence of malignant neoplasms or of an appropriate §?L%%§ﬁ Egﬁ%bfﬁgﬁﬁﬁg ég;i’jgééggiﬁ
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combination of benign and malignant neoplasms in (a) two or more species of animals or (b) two or more
independent studies in one species carried out at different times or indifferent laboratories or under different
protocols. An increased incidence of tumours in both sexes of a single species in a well-conducted study, ideally
conducted under Good Laboratory Practices, can also provide sufficient evidence.A single study in one species
and sex might be considered to provide sufficient evidence of carcinogenicity when malignant neoplasms occur
to an unusual degree with regard to incidence, site, type of tumour or age at onset, or when there are strong
findings of tumours at multiple sites.

EfEm, XIREEREBEESOBEILESEOREEZMEDREIIC
ERBRMAEIL IO LA SN DIHE, BIEICERE S M-SR
% (GLPTEEMICKESNHERT, 1 BEOHYOMIERIETE
BRERNMEMLIBEES TR ERYEL. 1 BEOHYD
AADHEZRV - 160OMRTH-TH, BIHEEEN, FEER, M4,
BEOBENGEERICEHLT, EROBRETRELELES, XE. &
i&iﬁ%?ﬂf;ﬁ%g%?6?§|ﬁltﬁﬁﬁﬁ7§“3‘ué%é‘li, T+ 75EHL ) & $lE

Limited evidence of carcinogenicity : The data suggest a carcinogenic effect but are limited for making a
definitive evaluation because, e.g. (a) the evidence of carcinogenicity is restricted to a single experiment; (b)
there are unresolved questions regarding the adequacy of the design, conduct or interpretation of the studies; (c)
the agent increases the incidence only of benign neoplasms or lesions of uncertain neoplastic potential; or (d) the
evidence of carcinogenicity is restricted to studies that demonstrate only promoting activity in a narrow range of
tissues or organs.
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Inadequate evidence of carcinogenicity : The studies cannot be interpreted as showing either the presence or
absence of a carcinogenic effect because of major qualitative or quantitative limitations, or no data on cancer in
experimental animals are available.
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Evidence suggesting lack of carcinogenicity : Adequate studies involving at least two species are available
which show that, within the limits of the tests used, the agent is not carcinogenic. A conclusion of evidence
suggesting lack of carcinogenicity is inevitably limited to the species, tumour sites, age at exposure, and
conditions and levels of exposure studied.
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Group 2B: The agent is possibly carcinogenic to humans.

This category is used for agents for which there is limited evidence of carcinogenicity in humans and less than
sufficient evidence of carcinogenicity in experimental animals. It may also be used when there is inadequate
evidence of carcinogenicity in humans but there is sufficient evidence of carcinogenicity in experimental
animals. In some instances, an agent for which there is inadequate evidence of carcinogenicity in humans and
less than sufficient evidence of carcinogenicity in experimental animals together with supporting evidence from
mechanistic and other relevant data may be placed in this group. An agent may be classified in this category
solely on the basis of strong evidence from mechanistic and other relevant data.
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Group 3: The agent is not classifiable as to its carcinogenicity to humans .

This category is used most commonly for agents for which the evidence of carcinogenicity is inadequate in
humans and inadequate or limited in experimental animals. Exceptionally, agents for which the evidence of
carcinogenicity is inadequate in humans but sufficient in experimental animals may be placed in this category
when there is strong evidence that the mechanism of carcinogenicity in experimental animals does not operate in
humans. Agents that do not fall into any other group are also placed in this category. An evaluation in Group 3 is
not a determination of non-carcinogenicity oroverall safety. It often means that further research is needed,
especially when exposures are widespread or the cancer data are consistent with differing interpretations.
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